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I. O61ue cBenenus

1. HanmeHoBaHue JIeKapCTBEHHOTO Npernapara JUisi BETEPMHAPHOTO IPHMEHEHHS:
TOproBoe HaumeHoBanue: DMULIUJINH® 2,5% pactBop s unbekimii (EMYCIDIN®
2,5% for injection);

MEXTyHapOJHOE HEMTAaTEHTOBAaHHOE WM IPYNITUPOBOYHOE HAMMEHOBAHHE:
STHIMETHIITHAPOKCUIIUPUIMHA CYKIIHHAT.

2. JlexapcTBeHHas opma: pacTBOp Uil HHBEKIIHH.

SMULTUIAH® 2,5% PacTBOp U1l HHBEKIIMHM B KaYECTBE JICUCTBYIOIIETO BELECTBA
COZIEPXKUT STHIMETHITHAPOKCUIIUPUAMHA CYKIMHAT - 25 MI/MJI M BCIIOMOraTeiabHOe Be-
IIECTBO - BOAY JIsI HHbEKIIHIA.

3. Ilo BHemHeMy BHIy Npenapar MpeACTaBIseT co00l GECHBETHYIO WIH CBETIIO-
JKEJITOrO 1IBETA MPO3PAYHYO )KHIKOCTb.

Cpok roiHOCTH JIEKapCTBEHHOTO Npernapara InpH coOJI0IeHHH yCIOBHIl XpaHEHHS B
3aKpBITON YNaKOBKe MPOW3BOAMTENS — 3 roja CO JHS MPOM3BOJACTBA, MOCJIE MEPBOrO
BCKPBITHS (r1akoHa — 28 CyTOK, BCKphITasi aMITyJia XpaHEHHIO He TIOJUIeKHT. 3anperaercs
NIPUMEHEHHE JIEKapCTBEHHOI'O Ipernapara 10 UCTeYeHHH CPOKa I'OJHOCTH.

4. BeimycKkaroT j1leKapCTBEHHBIH npenapar pachacoBaHHBIM 110 2 MJI H 5 MJI B am-
MyJbl M3 HEHTPAIbHOTO CTEKIIa, yNakoBaHHble MO 5 wid 10 WITyK B KOHTYPHYIO
AYEHKOBYIO yrakoBKy; 1o 10 mii, 50 M1 1 100 M1 BO IakOHBI M3 TEMHOTO HEHTPATEHOTO
CTEKJIa YKYNOPEHHbIe pE3WHOBBIMM TNPOOKaMH, YKpEIUIEHHBIMH aJFOMHUHHEBBIMU
KOJINMa4YKaMu ¢ KOHTPOJIEM TEPBOro BCKPBITUS. KOHTypHbIE siuelikoBbIe YIakoBKH U (ia-
KOHBI C JIEKAPCTBEHHBIM MPENapaToM IMOMEINAOT MOIMITYYHO B KAPTOHHBIE MTAYKH.

Kaxxnasi motpeGuTenbckas ynakoBka cHabXKaeTcsi HHCTPYKIHMEH 10 TPHMEHEHHIO
JIEKapCTBEHHOTI'O Mpernapara.

5. XpaHST JIeKapCTBEHHBIH MpenapaT B 3aKPbITON YIaKOBKe IPOU3BOIMTENS, B 3a-
IIMIICHHOM OT MPSIMBIX COJIHEYHBIX JIydel MecTe, pu Temrneparype ot 2 °C o 25 °C.



6. SMULIUJIMH® 2,5% pacTBOp [IJIsi HHBEKIHH CllelyeT XpaHUTh B MeCTax, HeJlo-
CTYIIHBIX JUIsl JETEM.

7. Hencnonb30BaHHBIN JIEKAPCTBEHHBIN MpeNapar YTUIM3UPYIOT B COOTBETCTBHH C
TpeOOBaHUSMH 3aKOHOIATEILCTBA.

8. Otmyckaercs 6e3 peLienTta BeTepHHAPHOIO Bpaya.

II. ®apmakosioruueckue cBOWCTBA

9. DMULIMJIUH® 2,5% pacTBOp Jid MHBEKLUH OTHOCUTCSA K JIeKapCTBEHHBIM
cpencTsaM (apMakoTepaneBTUUECKON IPYIIbl aHTHOKCHIAHTHI U aHTUTHITOKCAHTHI.

10. DTHIMETHITHAPOKCHUIIMPHIMHA CYKIMHAT, BXOSIIMI B COCTAaB Mpenapara, siB-
JISI€TCS. HHTMOMTOPOM CBOGOIHO-PaMKAIBbHBIX MPOLIECCOB B OpPraHM3Me, 06/1anaeT BhIpa-
)KEHHBIMM aHTHOKCHU/IAHTHBIMH, aHTHTUIIOKCHYECKMMH, HOOTPOIIHBIMH M MeMOpPaHOIpO-
TEKTOPHBIMH CBOWCTBAaMH, MOBBIIIAET YCTOHUYUBOCTh OPraHM3Ma K BO3JEHCTBHIO CBOOOI-
HBIX paJINKajIoB, OKa3bIBAET JieueOHOE U MPOPUIAKTHIECKOe AeHCTBHE MPH KUCIOPOI03a-
BHCAIIMX NATOJIOTHYECKHX COCTOSHUAX OpraHu3Ma (IIOK, FMIIOKCHUS, MIIEMHS), YIIydIlaeT
CHHANTUYECKYIO Nepeiady ¥ TPaHCIIOPT MeIHATOPOB.

MexaHu3M neHCTBHS 3aKTI0UaeTCs B CIOCOOHOCTH MpenapaTa yMeHbIIaTh MPOLEecCh
NEPEKMCHOrO OKHMCIICHUs! JIMIKIOB B MeMOpaHax KJIETOK, CHW)KATh COAEpIKaHHE OOILEro
XOJIECTEpUHA M JIMIONPOTEHIOB HU3KOM IUIOTHOCTH, CBSI3bIBATh CBOOOJHBIE paJHKalbl,
aKTUBM3HMPOBATh YHEPrOCHHTE3UPYIOLIYIO (YHKLHIO MUTOXOHIPHMA M MOBBIIATH YCTOM-
YMBOCTh OpraHU3Ma K KUCIIOPOJHOM HEIOCTATOYHOCTH.

[locne napeHTepanibHOro MpUMEHEHHs Tpernapar ObICTPO pacrpeeseTcss B OpraHax
M TKaHAX J)KUBOTHOrO. BBIBOAMTCSA U3 OpraHu3mMa B OCHOBHOM ¢ MOYOl B BUIE METa0O -
TOB U B HE3HAUYUTEJILHOM KOJIMYECTBE B HEM3MEHEHHOM BUJIE.

SMUILIUJIMH® 2,5% pacTBOp AJIsi HHBEKLIUH 110 CTENIEHH BO3JEHCTBUS HA OPraHU3M
OTHOCHTCS K YMEPEHHO OIIacHBIM BelecTBaM (3 kiace onacHoctu o 'OCT 12.1.007-76),
He o0aziaeT MECTHO-Pa3IpaXKaroIMMH, KyMyJISTHBHBIMH, SMOPHOTOKCHYECKHMHI M Tepa-
TOT€HHBIMU CBOMCTBAMHU.

I1I. ITopsinox npuMeHeHHs

11. DMULIMIANUH® 2,5% pacTBOp Il MHBEKLHMI Ha3HAYalOT co6aKaM M KOIIKaM C
Ne4eOHOM U NPODUIIAKTHIECKOH LENTbI0 CAMOCTOSTEIBHO U B KOMILIEKCHOH Teparuu:
- B BOCCTAaHOBMTEJIbHBIN IIEPHUOJ] TIOCIIE IEPEHECEHHBIX 3a00JIEBaHMI;
- IIPH OCTPOii ¥ XPOHUYECKON CEPAEUHO-COCYAUCTOM H JIEFOUYHOM HEOCTATOUHOCTH;
- B IIOCTTPAaBMaTHYECKU M IIOCIICONEPALMOHHBIH MEPUOABI C LEIbI0 NPOMUIAKTHKH
HapKO3HbIX W IOCTHAPKO3HBIX OCJIOKHEHUM M OCTPON HMHTOKCHKALIMM AHTUIICUXOTHYE-
CKUMH (HEHPOJIENTHYECKHMH ) JIEKAPCTBEHHBIMH CPEICTBAMY;
- IIPY YEPENHO-MO3rOBbIX TPaBMax M HapyIIEHHSIX MO3TOBOTO KPOBOOOPAIIIEHHS;
- TpH MNAaTOJOTHYECKUX COCTOSHHUSX, CONMPOBOXIAIOIIMXCS THUIOKCHEN (KHUCIOPOIHOM
HEIOCTAaTOYHOCTBIO) OPTaHOB M TKaHEM;
- B BETepHHAPHO# Ir'epHaTpUy NPH BO3PACTHBIX HAPYLIEHUSIX (QYHKIUM OpraHu3ma;



- IIpY NATOJIOTUH KOXKHBIX IOKPOBOB (paHbl, JEPMaTHTHI, TPOPHUECKHE S3BbI, OXKOTIH,
OOMOpOXXEHHS), & TAKKE C LENIBIO YITyUIIEeHUs] COCTOSHHS KOYKHO-BOJIOCSHOTO TIOKPOBA;

12. TlpotuBONOKa3aHWEM K NMPHMEHEHHUIO SIBJISETCS MOBbIIEHHAS MHAMBUIYaIbHAS
4yBCTBUTEJIbHOCTB )KHBOTHOTO K KOMIIOHEHTaM JIEKapCTBEHHOT'O Mpernapara.

13. Tlpu pabore ¢ nexapcTBeHHbIM npenaparom DMULIMJIMH® 2,5% pactBop s
HUHBEKLUH ClieayeT coOoaaTe oOmye npaBuia JIMYHOW TMTUEHB] U TEXHUKH Oe30macHo-
CTH, NpPeIyCMOTPEHHbIE MPU paboTe C JIeKapCTBEHHBIMH Ipenapartamu. IIpu ciydaifHom
KOHTaKTe Ipernapara ¢ KOXX€H MJIM CIM3UCTBIMH 00OJIOUKAMH Ijla3 MX HEOOXOOUMO He-
MEIJICHHO MPOMBITH OOJIBIIMM KOJIMYECTBOM NPOTOYHOM BOJbI. JIFOASAM ¢ rMIIEpUyBCTBH-
TEJIbHOCTBIO K KOMIIOHEHTaM TIpernapara ciielyeT u3berarb npsiMoro KOHTaKTa ¢ mpernapa-
Tom DMULIUJIUH® 2,5% pacTBOp /Il MHBEKLUUH. B ciryyae nosiBneHus ajieprudyeckux
peaKuuii W/WiK Npu Coy4yaiHOM MONaIaHUK JIEKapCTBEHHOTO Mpenapara B OpPraHH3M ye-
JIOBEKA CJIelyeT HEMEUIEHHO 00paTUThbCs B MEIULMHCKOE yupexaeHue (pu cebe MMeTh
MHCTPYKLHIO 10 NPUMEHEHHIO MJIM 3THKETKy). IlycTyio Tapy H3-1oj JieKapCTBEHHOIO
npenapara 3anperiaeTcsi HCIoJb30BaTh Ul OBITOBBIX LieNei, OHA MOMIEKHUT YTHIM3AlUH
¢ OBITOBBIMH OTXOJIaMH.

14. TlpumeHeHWe JIEKapCTBEHHOTO Ipernapara GepeMeHHbIM M KOPMSAIIMM >KHBOT-
HBIM, IIEHKaM M KOTATaM [0 2-X MECAYHOIo BO3pacTa, NPH HEOOXOIMUMOCTH, MPOBOIAT
10/ HaOIIOIEHUEM BETEpUHAPHOTO Bpaya.

15. DMULIMIUH® 2,5% pacTBOp MJii MHBEKLMH BBOIAT MOAKOXXHO, BHYTPHUMBI-
IIE€YHO WJIK BHYTPUBEHHO (KaIejbHO, CO CKOpOCThIo 60 Kamenb B MUHYTY) B 03¢ 1,0 - 4,0
Ml mpenapara Ha 10 xr maccel XMBOTHOro (2,5 — 10 Mr/kr macchl >KMBOTHOTO IO
NEUCTBYIOLIEMY BELECTBY) OJMH WM JIBa pa3a B CyTKH B TeueHHe 5-15 mHei.

B BetepunapHoii repuarpun SMULIMIUH® 2,5% pacTBOp UIsl UHBEKLUUNA MpUMe-
HSIOT cO0aKaM U KOIIKaM CTapiie 7 JleT B BECEHHHI M OCEHHMI EPUO/IbI OIMH pa3 B CyT-
ki B TeyeHue 10-30 nueit B mo3e 1,0 M Ha 10 Kr mMacchl )HMBOTHOTO (2,5 MI/KT Macchl
)KMBOTHOTO M0 JEHCTBYIOIIEMY BellecTBY). [Ipy BHyTpHMBEHHOM crioco6e BBEIEHHS Jie-
KapCTBEHHBI Mpenapar pa3BoIAT CTEPHIIbHBIM (DH3HOTIOTHYECKHUM PACTBOPOM HJIM BOJIOM
JUISl UHBEKLUHN B cooTHOIIEHUH 1:1 06/00.

Jl03y, NPOIOIDKUTENILHOCTL Kypca M KPaTHOCTh NPMMEHEHHUs Npenapara Ha3HadaeT
Jieyallluii BETEpMHAPHBIN Bpad B 3aBUCUMOCTH OT (PU3HMOJIOTHUECKOTO COCTOSIHHS JKUBOT-
HOI'O U TeUYEHHUs OOJIE3HH.

16. Ilpy npuMeHEHNH JIEKapCTBEHHOT'O Mpernapara B COOTBETCTBUH ¢ HACTOAIIEH HH-
CTPYKLIHEN MOOOYHBIX ABJIEHUH U OCIIO)KHEHHH, KaK MPaBUIIO, He HaOIIOAeTCsl.

[Ipy noBBIIEHHON MHAMBHIYAJIbHON YyBCTBHTEIBHOCTH JKMBOTHOTO WM TOSBICHHH
aJUIEPTUYeCKUX Peakiii MCIOIb30BaHKUE IpenapaTa MpeKpamaT ¥ Ha3HAYaloT KUBOT-
HOMY aHTUTMCTaMUHHBIE MPENapaThbl ¥ CPEICTBA CUMIITOMATHYECKOM TEPAIUH.

17. CuMITOMBI NEPEO3UPOBKH Y KUBOTHBIX HE BBISBJICHBI.

18. Mudopmarmst 0 HecoBMecTuMOocTH npenapata DSMULTUIUH® 2,5% pacTBOp IS
MHBEKIUH C JIeKapCTBEHHBIMU MNpernapaTaMu ApYTux (hapMaKoIOrHYeCKHX TPYI U KOp-
MOBBIMH J0OOaBKaMHU OTCYTCTBYET.



19. OcoGennocreii efcTBHSA JIEKapCTBEHHOTO Ipenapara MpU ero INepBoM MpHMe-

HE€HHH U OTMECHE HE BBISIBJICHO.

20. Cnemyer usberaTh HapyIIeHHH PEKOMEHIYEMOW CXEMbl MpPHMEHEHHs JeKap-
CTBEHHOI0 Npernapara BO H30e)KaHHWe CHIKEHHUs ero 3(GeKTHBHOCTH. B ciyuae mpomycka
BBEJICHHsI OIHOW MJIM HECKOJIbKHX 103 Mpernapara Kypc NpUMeHEHHs HEOOXOAUMO BO300-

HOBHUTB B TOM )K€ J103€ U I10 TOH KE CXEME.

21. JlexapcTBeHHBIH NpenapaT He NMpeaHa3HA4YeH Ui IPUMEHEHHUs MPOTYKTHBHBIM

JKXUBOTHBIM.

HaumeHoBaHue u aZpeca IMpOU3BOA-
CTBEHHBIX IUIOIIAAO0K IIPOU3BOAUTEIIS
JIEKApCTBEHHOTI'O Ipenapara JUJIsA
BETECPHUHAPHOI'O IPUMECHECHUS

HavMeHoBaHMe, anpec opraHu3alli,
YIIOJITHOMOYEHHOH JepiKaTelieM WM
BJIaJIeNIbLIEM PErUCTPaLluOHHOTO
YAOCTOBEPEHHUS JIEKapCTBEHHOTO
npenapara Ha MPUHATHE TNpPETEH3UM
OT NOTpeOUTENS.
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